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DETAILED ACTION 
Claim Objections 

1 . Claim 77 is objected to because of the following informalities: Claim 77 requires 
a first member to have an additional first member, third member and fourth member. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claim 2 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
Claim 2 states that the first member includes a fastener operable to be fixed to a 
selected anatomical portion. There is no mention of a fastener anywhere else in the 
specification. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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3. Claims 5 and 38 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claim 5 recites the limitation "said tracking element" in line 1 . There is 
insufficient antecedent basis for this limitation in the claim. 

5. Claim 38 recites the limitation "wherein selecting a characteristic [of one of the 
members]" in line 1 . There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-18, 22-29, 33-44, 47-72 and 77 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Foley et al. (US Patent No. 6,226,548). 

7. Claims 1-3: 

In an alternative interpretation of Claim 1 , Foley describes a system that 
uses at least six separate pedicle screws 250 as shown in Figures 12 and 13. One of 
these is considered the first member. This first member is illustrated in Figure 7A as 
having a fastening portion 250 and an engageable portion (represented by the slots 
removed from the head of the screws). Second member is illustrated in Figure 8 as 
item 360. The third member is illustrated in Figure 8 and is represented by the 
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unlabeled fasteners that are protruding upward from the head of the first member 250 
and simultaneously through second member 360. A localization element is found in 
Figure 7. Detection unit 1 10 of Figure 1 comprises an optical tracking unit along with 
processor 114. The localization element provides navigational information for all three 
members. 

8. Claims 1 and 4-18: 

Foley describes a system comprising a detection unit 110 of Figure 1 and 
subsequently, tracking elements for the system comprise an optical tracking system. 
Localization element is found in Figure 7. Also included in the system is a processor 
114. At least six separate pedicle screws 250 as shown in Figures 12 and 13. These 
are the first, second, and third members. Each member is illustrated in Figure 7A as 
having a fastening portion 250 and an engageable portion (represented by the slots 
removed from the head of the screws). The localization element provides navigational 
information for all three members and is illustrated in Figures 7 and 8. A fourth member 
360 in Figure 9 engages first, second and third (not shown in Figure 9, see Figure 8) 
members. 

With respect to Claim 8, see column 9, lines 51-58. 

With respect to Claim 9, Figure 8 illustrates that when localization occurs, both 
first and second member will include a localization element extending therefrom. 
With respect to Claim 14, see column 9, lines 38-43. 
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With respect to Claim 15-16, see column 4, lines 16-24. The realignment of the 
vertebrae will also realign the pedicle screws placed in the vertebrae. Also, at column 
3, lines 33-36 it is stated that the images are three-dimensional. Therefore, the 
processor would align the vertebrae, and subsequently the screws, in three-dimensions. 

9. Claims 22-29: 

Foley describes a system comprising a detection unit 1 10 of Figure 1 , 
which comprises at least three separate detection device. The multiple detection 
devices create a sensor array and in turn represent the detection unit. The tracking 
elements for the system comprise an optical tracking system. Localization element is 
found in Figure 7. Also included in the system is a processor 114. At least six separate 
pedicle screws 250 as shown in Figures 12 and 13. These are the first and second 
members and can be placed in the vertebrae prior to scanning (see column 9, lines 46- 
47). The localization element provides navigational information for both members and 
is illustrated in Figures 7 and 8. Figure 12 demonstrates the members after 
implantation. Figure 13 demonstrates the final position of the members after 
manipulation via probe 280, as shown in Figure 8. 

With respect to Claim 28-29, see column 4, lines 16-24. The realignment of the 
vertebrae will also realign the pedicle screws placed in the vertebrae. Also, at column 
3, lines 33-36 it is stated that the images are three-dimensional. Therefore, the 
processor would align the vertebrae, and subsequently the screws, in three-dimensions. 
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10. Claims 33-44 and 47-52: 

Foley describes a system comprising a detection unit 1 10 of Figure 1 and 
subsequently, tracking elements for the system comprise an optical tracking system. 
The tracking element is shown in Figure 7. Also included in the system is a processor 
114. At least six separate pedicle screws 250 as shown in Figures 12 and 13. These 
are the first, second, and fourth members. The tracking element provides navigational 
information for all three members and is illustrated in Figures 7 and 8. Figures 12 and 
13 illustrate the determination of a selected alignment of the first, second and fourth 
members in relation to each other. A third member 360 in Figure 9 engages first, 
second and fourth (not shown in Figure 9, see Figure 8) members. During insertion, an 
optically tracked rod inserter can be utilized to guide the third member 360 through the 
slots of the first, second and fourth members (see column 10, lines 63-67). The rod 
geometry could also be visible and shown in real-time on monitor 106 as the operator is 
placing it in the other members (see column 1 1 , lines 10-13). Also, the operator can 
use the computer to determine the required bending angles, or optimal position, of the 
rod (see column 1 1 , lines 3-5). 

With respect to Claim 38, the third member would be required to be flexible to 
allow for the computer to determine a required bend. 

With respect to Claims 43-44, see column 4, lines 16-24. The realignment of the 
vertebrae will also realign the pedicle screws placed in the vertebrae. Also, at column 
3, lines 33-36 it is stated that the images are three-dimensional. Therefore, the 
processor would align the vertebrae, and subsequently the screws, in three-dimensions. 
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With respect to Claim 51, the positioning of third member does not require 
further imaging beyond those taken prior to operation due to the optical tracking system 
(see column 11, lines 1-1.3). 

11. Claims 53-66: 

Foley describes a system comprising a detection unit 110 of Figure 1 and 
subsequently, tracking elements for the system comprise an optical tracking system. 
The tracking element is shown in Figure 7. Also included in the system is a processor 
114. At least six separate pedicle screws 250 as shown in Figures 12 and 13. These 
are the first, second, and fourth members. The tracking element provides navigational 
information for all three members and is illustrated in Figures 7 and 8. Figures 12 and 
13 illustrate the determination of a final orientation of the first, second and fourth 
members in relation to each other, excluding a third connecting member. The third 
member 360 in Figure 9 engages first, second and fourth (not shown in Figure 9) 
members. Figure 8 illustrates a final orientation including the third member. During 
insertion, an optically tracked rod inserter can be utilized to guide the third member 360 
through the slots of the first, second and fourth members {see column 10, lines 63-67). 
The rod geometry could also be visible and shown in real-time on monitor 106 as the 
operator is placing it in the other members {see column 11, lines 10-13). Also, the 
operator can use the computer to determine the required bending angles, or optimal 4 
position, of the rod (see column 11, lines 3-5). Since bending is required, the third 
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member would need to be flexible to allow for the computer to determine a required 
bend. 

With respect to Claim 60, see column 4, lines 16-24. The realignment of the 
vertebrae will also realign the pedicle screws placed in the vertebrae. Also, at column 
3, lines 33-36 it is stated that the images are three-dimensional. Therefore, the 
processor would align the vertebrae, and subsequently the screws, in three-dimensions. 

12. Claims 67-72: 

Foley describes a system comprising a detection unit 1 10 of Figure 1 , 
which comprises at least three separate detection device. The tracking elements for the 
unit comprise an optical tracking system. The tracking element is found in Figure 7. 
Also included in the system is a processor 114. At least six separate pedicle screws 
250 as shown in Figures 12 and 13. These are the first and second members and can 
be placed in the vertebrae prior to scanning (see column 9, lines 46-47). The 
localization element provides navigational information for both members and is 
illustrated in Figures 7 and 8. Figure 12 demonstrates the members after implantation. 
Figure 13 demonstrates the final position of the members after manipulation via probe 
280, as shown in Figure 8. 

With respect to Claim 71-72, see column 4, lines 16-24. The realignment of the 
vertebrae will also realign the pedicle screws placed in the vertebrae. Also, at column 
3, lines 33-36 it is stated that the images are three-dimensional. Therefore, the 
processor would align the vertebrae, and subsequently the screws, in three-dimensions. 
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13. Claims 67 and 77: 

In alternative interpretation of Claim 67, Foley describes a system 
comprising a detection unit 1 10 of Figure 1 , which comprises at least three separate 
detection device. The tracking elements for the unit comprise an optical tracking 
system. The tracking element is found in Figure 7. Also included in the system is a 
processor 1 14. A first member is illustrated in Figures 2 and 2A-C. The first member 
comprises four members, or LEDs 122. These LEDs represent the first member's first, 
third and fourth members. At least six separate pedicle screws 250 are shown in 
Figures 12 and 13. Any one of these can be considered the second member and can 
be placed in the vertebrae prior to scanning (see column 9, lines 46-47). The tracking 
element provides navigational information for the second member and is illustrated in 
Figures 7 and 8. Figure 12 demonstrates the members after implantation. Figure 13 
demonstrates the final position of the members after manipulation via probe 280, as 
shown in Figure 8. 

14. Claims 1, 5-12, 15-16, 19-24, 26, 28-33, 43-46, 49-52, 67-69 and 71-76 are 

rejected under 35 U.S.C. 102(b) as being anticipated by Acker et al. (US Patent No. 
6,332,089). Acker discloses a method of performing medical procedures using two or 
more probes. The procedure is performed using determined relative dispositions 
between the probes {see column 5, line 55 through column 6, line 8). The display for 
the invention need not show any image of the patient's tissue (column 12, lines 53-58). 
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Plural probes can be coordinated with one another using information concerning their 
relative dispositions even without bringing the probes into close proximity to one another 
(see column 16, lines 46-65). See column 20, lines 9-64 for a written description of the 
display represented in Figure 18. Here there is shown icons relating to separate probe 
and a coordinate system, or atlas map, imposed behind the icons. If previously 
acquired image data is readily available and can be registered with the probe position 
data, the previously acquired image data can be displayed in registration with the indicia 
(see column 12, lines 54-58). Furthermore, column 2, line 57 through column 3, line 14 
describes a probe function that can be implemented in an embodiment of Acker's 
system. The function provides for a probe to map the inner boundaries of the heart, 
thereby providing contour of a soft tissue. 



Conclusion 



Other related prior art: 



Rogozinski 



5,102,412 



Yuan et al. 



5,437,669 



Melkent et al. 



6,348,058 



Mittelstadt 



6,430,434 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James Kish whose telephone number is 571-272-5554. 
The examiner can normally be reached on 8:30 - 5:00 - Mon. - Fri.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571-272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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